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Consumers	 in	 the	 United	 States	 have	 increasingly	 demanded	






mandate	 labeling	 of	 GE	 foods.	 In	 light	 of	 this	 federal	 regulatory	
void,	 states	 have	 proposed	 their	 own	 GE	 food	 labeling	
requirements,	 generating	 protests	 from	 manufacturers	 and	
federalism	challenges	in	the	form	of	federal	preemption	claims.	
	
In	 July	 2016,	 Congress	 settled	 this	 federalism	 conflict,	
mandating	 that	 the	 Secretary	 of	 Agriculture	 promulgate	 federal	
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ingredients—most	 of	 those	 corn	 and	 soy-based.	 The	 Food	 and	 Drug	
Administration	[FDA]	says	they	are	safe	to	eat.”2		
	
Despite	 this	 federal	 agency	 declaration	 of	 safety,	 and	 especially	
because	 genetic	 modification	 of	 foods	 is	 often	 effectively	 “hidden”	 in	
“popular	 processed	 food	 ingredients	 such	 as	 cornstarch,	 soybean	 oil	 or	
high-fructose	 corn	 syrup,”3	 consumers	 in	 the	 United	 States	 have	
increasingly	 demanded	 that	 GE	 food	 be	 labeled	 as	 such.	 Some	 people	














4	 “While	 some	 critics	 object	 to	 the	 use	 of	 this	 technology	 based	 on	 religious	 or	
philosophical	bases,	most	critics	object	on	the	basis	of	environmental	or	health	concerns.	
For	 instance,	 a	 1999	 publication	 showed	 Bt	 toxin	 had	 negative	 effects	 on	 butterfly	
populations	 in	 laboratory	 tests,	 leading	 to	 strong	 objections	 of	 Bt	 use,	 but	 follow-up	
studies	in	actual	farming	fields	confirmed	the	safety	of	this	technology.”	Gabriel	Rangel,	
“From	Corgis	 to	Corn:	A	Brief	 Look	at	 the	 Long	History	of	GMO	Technology,”	Harvard	
University	 Science	 in	 the	News,	 http://sitn.hms.harvard.edu/flash/2015/from-corgis-to-
corn-a-brief-look-at-the-long-history-of-gmo-technology/	 (Aug.	 9,	 2015)	 (citations	
omitted).	





 Electronic copy available at: https://ssrn.com/abstract=2899804 
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public	 awareness	of	 the	existence	of	GE	 foods	 increased,	
and	calls	for	regulation	of	GE	food	grew	louder,	resulting	in	
labeling	 requirements	 for	 GE	 food	 in	 many	 countries.	
Today,	64	 countries	have	mandatory	 labeling	 laws	 for	GE	
food.	 However,	 the	 United	 States	 still	 does	 not	 have	 a	
mandatory,	 nationwide	 labeling	 law,	 although	 many	
advocacy	groups	are	 lobbying	to	enact	one.	These	groups	
argue	 that	 labeling	 GE	 food	 is	 important	 for	 consumer	
choice	and	for	monitoring	unforeseen	problems	associated	
with	 the	 technology.	 In	 contrast,	 groups	 opposing	 labels	
claim	 a	 law	 would	 unnecessarily	 eliminate	 consumer	
demand	 for	 current	 GE	 crops,	 causing	 steep	 increases	 in	
food	price	and	resource	utilization.11	
																																																						
real	 risk	 in	 GE	 foods,	 noting	 that	 “[t]his	 phenomenon	 was	 documented	 in	 1996,	 as	
soybeans	with	a	Brazil	nut	gene—added	to	improve	their	value	as	animal	feed—produced	
an	 allergic	 response	 in	 test	 subjects	 with	 Brazil	 nut	 allergies.”	 Union	 of	 Concerned	





8	 Claude	 Morton,	 “GMO	 Foods	 Are	 Not	 Vegan,”	 AND	 Magazine,	
http://andmagazine.com/us/1366815775.html	(as	viewed	Jan.	13,	2017).	












the	 company	 announced	 the	 elimination	 of	 all	 ingredients	 made	 with	
GMOs,	citing	their	‘food	with	integrity	journey’.”12	
	
	 However,	 a	more	 basic	 legal	 question	 also	 arose	 in	 the	GE	 food	
labeling	debate:	Who,	exactly,	 should	be	 in	charge	of	GE	 food	 labeling?	
Traditionally,	most	food	labeling	requirements	have	come	from	the	federal	
Food	 and	 Drug	 Administration	 (FDA)	 pursuant	 to	 the	 Food,	 Drug,	 and	








	 In	 light	 of	 this	 rather	 light-handed	 federal	 approach	 to	 GE	 food	
labeling,	some	states—especially	Vermont—began	to	enact	their	own	GE	
food	 labeling	 requirements.17	 GE	 food	 producers	 protested	 in	 response	





















given	 the	 realities	 of	 pervasive	 interstate	 commerce	 in	 GE	 foods,	 is	
arguably	most	 efficient	 for	 all	 concerned.	Moreover,	 state	 intervention	











After	 federal	preemption	claims	 failed	 in	 the	 courts,	Congress	 in	
late	July	2016	expressly	preempted	state	GE	food	labeling	laws.22	Congress	














labeling	 law	 and	 Congress’s	 July	 2016	 preemptive	 legislation.	 As	 noted,	
what	Congress’s	preemption	of	state	GE	food	labeling	laws	actually	means	
will	not	be	completely	clear	until	the	Secretary	of	Agriculture	issues	its	new	
regulations.	 In	 the	meantime,	however,	 the	new	 legislation	has	 created	







GE	 food	 regulation,	 which	 this	 article	 explores	 in	 Part	 IV.	 This	 article	
concludes	that	the	FDA	retains	its	role	as	the	primary	regulator	of	GE	foods	
seeking	entry	into	consumer	markets.	However,	the	exact	contours	of	the	
FDA’s	 and	 the	 states’	 continuing	 abilities	 to	 influence	 GE	 food	 labeling	
through,	 respectively,	 the	 FDCA’s	 misbranding	 requirements	 and	 state	









that	 the	 dog	was	 the	 first	 animal	 that	 humans	manipulated	 genetically	
through	artificial	selection,	starting	about	32,000	years	ago.24	Controlled	
plant	 breeding,	 in	 turn,	 emerged	 around	 7800	 BCE.25	 These	 “basic”	
techniques	wrought	 significant	 changes	 in	 the	 species	 to	which	humans	
devoted	their	attention,	from	dogs	to	wheat	and	corn	to	bananas;	indeed,	




limited	 by	 the	 gene	 variations	 naturally	 occurring	 in	 the	 species	 being	
bred.27	Genetic	engineering,	in	contrast,	allows	scientists	both	to	amplify	
existing	 gene	 expression	 in	 particular	 species	 (for	 example,	 speeding	









as	 genetic	 engineering.	 Thus,	 the	 line	 between	 traditional	 plant	 breeding	 and	 genetic	
engineering	 can	be	 rather	 thin.	Genetic	 Literacy	Project,	GMO	FAQ:	How	does	genetic	




Crops,”	 Harvard	 University	 Science	 in	 the	 News,	
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	 Genetic	engineering	most	 commonly	 relies	on	 recombinant	DNA	
technology,	in	which	researchers	use	enzymes	and	other	mechanisms	to	
cut	a	gene	out	of	the	DNA	of	one	organism	and	splice	it	into	the	DNA	of	
another	 organism.29	Working	with	 bacteria,	 Stanley	 Cohen	 and	Herbert	
Boyer	first	successfully	used	this	technique	in	1973	to	transfer	antibiotic	
resistance	from	one	strain	of	bacteria	to	another.30	“One	year	later,	Rudolf	
Jaenisch	 and	 Beatrice	 Mintz	 utilized	 a	 similar	 procedure	 in	 animals,	
introducing	foreign	DNA	into	mouse	embryos.”31		
	





also	 important	 in	 the	 pharmaceutical	 industry,	 and	 in	 1982,	 the	 FDA	
approved	Humulin,	 the	first	pharmaceutical	manufactured	using	genetic	
engineering.35	 Humulin	 is	 human	 insulin	 produced	 in	 genetically-
engineered	bacteria.36	In	2009,	the	FDA	approved	Atryn,	the	first	time	that	






http://sitn.hms.harvard.edu/flash/2015/insecticidal-plants/	 (Aug.	 10,	 2015)	 (describing	
the	use	of	Bacillus	thuringiensis	(Bt)	genes	in	corn	and	other	crops).	





32	 U.S.	 Food	 &	 Drug	 Administration,	 Regulation	 of	 Genetically	 Engineered	 Animals	












(APHIS),	approves	most	GE	crops	 for	growing	 in	 fields39	pursuant	 to	 the	
Plant	 Protection	 Act,40	 although	 the	 FDA	 approves	 these	 crops’	 use	 as	





qualities	 of	 the	 food	 itself,	 in	 terms	 of	 taste,	 nutritional	 value,	 or	
marketability;	 crops	 genetically	 engineered	 to	 produce	 their	 own	





approved	 the	 first	 genetically-engineered	 crop,	 Calgene’s	 FLAVR	 SAVR™	
tomato,	 in	 1992.43	 “These	 tomatoes	 were	 modified	 to	 include	 a	 DNA	
sequence	that	inhibited	production	of	a	natural	tomato	protein,	increasing	





39	 Animal	&	 Plant	Health	 Inspection	 Service,	 U.S.	 Department	 of	 Agriculture,	How	 the	
Federal	 Government	 Regulates	 Biotech	 Plants,	
https://www.aphis.usda.gov/aphis/ourfocus/biotechnology/sa_regulations/ct_agency_f
ramework_roles	 (as	 updated	 Feb.	 1,	 2016).	 APHIS	 has	 also	 compiled	 a	 more	




41	 Animal	&	 Plant	Health	 Inspection	 Service,	 U.S.	 Department	 of	 Agriculture,	How	 the	





of	 GE	 crops,	 see	 the	 studies	 available	 through	 Economic	 Research	 Service,	 U.S.	






tomato	 paste	 was	 sold	 there.45	 Genetic	 engineering	 to	 improve	 food	
quality	 arguably	 culminated	 in	 2000	 with	 the	 development	 of	 “golden	
rice,”	which	was	genetically	engineered	to	address	Vitamin	A	deficiencies	
in	 many	 developing	 nations—deficiencies	 that	 can	 kill	 up	 to	 500,000	
people	per	year.46	
	
	 Most	 efforts	 to	 genetically	 engineer	 crops	 to	 produce	 their	 own	
pesticides	involve	transplanting	genes	from	a	common	bacterium,	Bacillus	
thuringiensis	(Bt).47	Bt	naturally	produces	a	fairly	effective	toxin	that	has	
been	 used	 for	 crop	 protection	 since	 1928,	 even	 without	 genetic	




Environmental	 Protection	 Agency	 (EPA)	 approved	 the	 first	 insecticide-
producing	 plant	 crop	 in	 199550	 pursuant	 to	 the	 Federal	 Insecticide,	
Fungicide,	and	Rodenticide	Act	 (FIFRA),	 the	 federal	 statute	 that	governs	
licensing	of	pesticides.51	The	EPA	approved	Bt	corn	in	1996,	and	now	the	



















borer,	 which	 was	 previously	 the	 only	 pest	 targeted	 by	 Bt	 corn.”	 Economic	 Research	








famous	 set	 of	 these	 crops	 are	Monsanto’s	 RoundUp	 Ready™	 varieties,	
which	 are	 genetically	 engineered	 to	 be	 resistant	 to	 the	 herbicide	







so-called	 “superweeds”	 that	 are	 resistant	 to	 glyphosate.	 “Twenty-four	
cases	of	glyphosate-resistant	weeds	have	been	reported	around	the	world,	
14	 of	 which	 are	 in	 the	 United	 States.”59	 As	 a	 result,	 the	 USDA	 now	





phenomenon	 of	 pesticide	 resistance.	Millions	 of	 acres	 of	
U.S.	farmland	are	now	infested	by	weeds	that	have	become	






the	 same	way,	 glyphosate	affects	nearly	 all	 plants.”	 Jordan	Wilkerson,	 “Why	Roundup	





















the	 1980s,	 beginning	 with	 mice,	 rabbits,	 and	 pigs,62	 and	 patented	
transgenic	 animals	 (i.e.,	 animals	 that	 contain	 the	genes	of	 two	or	more	
species)	now	include	chickens,	cows,	dogs,	monkeys,	and	sheep,	as	well.63	
For	the	most	part,	however,	animals	have	not	been	genetically	engineered	
for	 food.	 Instead,	 like	 the	 famous	 “Harvard	 mouse”—genetically	
engineered	 to	 acquire	 cancer—most	 of	 these	 genetically	 engineered	
animals	 have	 been	 developed	 for	 medical	 research	 purposes64	 or,	 as	














year-round	 production	 of	 growth	 hormone	 allows	 for	
continuous	feeding	and	growth	of	AquAdvantage	Salmon.	








65	 Lauren	 Hansen,	 “7	 genetically	modified	 animals	 that	 glow	 in	 the	 dark,”	 The	Week,	
http://theweek.com/articles/464980/7-genetically-modified-animals-that-glow-dark	
(April	30,	2013).	







As	 is	 discussed	 more	 fully	 in	 Part	 II,	 the	 FDA	 approved	 this	 food	 for	
marketing	in	the	United	States	in	November	2015.	In	an	interesting	move,	





	 As	 the	 salmon	 controversy	 suggests,	 the	 FDA’s	 role	 in	 GE	 food	









the	 FDA.69	 These	 two	 agencies	 have	 generally	 shared	 this	 authority	
amicably	 and	 with	 relatively	 little	 conflict.	 Indeed,	 in	 2007,	 the	 USDA	





agency	 and	 the	 FDCA	 are	 probably	 best	 known	 for	 their	 regulation	 of	
																																																						
67	Id.	at	11.	




69	 Besides	 the	 FDCA	 and	 its	 amendments	 (FDA),	 these	 statutes	 include,	 inter	 alia:	 the	
Federal	Insecticide,	Fungicide,	and	Rodenticide	Act	(FIFRA),	7	U.S.C.	§§	136-136y	(EPA);	
the	 Federal	 Meat	 Inspection	 Act	 (FMIA),	 21	 U.S.C.	 §§	 601-683	 (USDA);	 the	 Poultry	






medicinal	drugs,	 the	FDCA,	as	 its	 title	suggests,	covers	a	wide	variety	of	
subjects—human	 drugs,	medical	 devices,	 animal	 drugs,	 cosmetics,	 food	
additives,	 supplements	 and	 vitamins,	 and,	 of	 course,	 food.	 This	 Part	
provides	an	overview	of	the	FDA’s	authorities	regarding	food	approval	and	












for	 man	 or	 other	 animals,	 (2)	 chewing	 gum,	 and	 (3)	 articles	 used	 for	
components	of	any	such	article.”73	As	is	typical	under	the	FDCA,74	the	Act’s	
food	 provisions	 focus	 on	 preventing	 foods	 from	 being	 adulterated75	 or	
misbranded.76	A	food	is	adulterated	if	it	contains	poisonous	or	unsanitary	
ingredients	 or	 if	 valuable	 constituents	 have	 been	 removed	 or	











word,	 statement,	 or	 other	 information	 also	 appears	 on	 the	 outside	












More	 relevant	 to	 this	 article,	 foods	 are	 “misbranded”	 if	 labels	
either	 contain	 affirmatively	misleading	 representations	 or	 fail	 to	 reveal	
“material”	information.79	Thus,	while	the	prohibitions	on	food	adulteration	









Historically,	 the	 agency	 has	 interpreted	 the	 term	
[“material”],	 within	 the	 context	 of	 food,	 to	 mean	






similarity	 to	 another	 food,	 has	 nutritional,	 organoleptic	
(e.g.,	taste,	smell,	or	texture),	or	functional	characteristics	































component	 or	 otherwise	 affecting	 the	 characteristics	 of	 any	 food	
(including	 any	 substance	 intended	 for	 use	 in	 producing,	manufacturing,	










	 Of	 course,	 many	 food	 additives,	 like	 salt,	 have	 been	 used	 for	
millennia.	 	 In	the	Food	Additives	Amendments,	Congress	allowed	a	food	
























treating	 GE	 foods	 as	 food	 additives	 would	 have	 settled	 the	 labeling	
question,	because	Congress	requires	food	additives	to	be	labeled.92	
	















Nevertheless,	 in	 its	 1992	 policy	 statement,	 the	 FDA	 did	 not	
determine,	 precisely,	 that	 GE	 foods	 are	 GRAS.	 Instead,	 in	 1996,	 it	
















has	 completed	 more	 than	 150	 consultations	 regarding	 plant-based	 GE	
foods,98	 including	 pineapples,	 potatoes,	 corn,	 soybeans,	 apples,	 canola,	
plums,	 papaya,	 sugar	 beets,	 rice,	 cantaloupe,	 tomatoes,	 radicchio,	 and	
squash,	 which	 collectively	 have	 been	 genetically	 engineered	 for	 pest	
resistance,	virus	resistance,	herbicide	tolerance,	increased	fertility,	altered	
ripening,	 altered	 color,	 increased	 protein	 content,	 or	 decreased	
polyunsaturated	fat,	among	other	things.99		
	
In	 November	 2015,	 the	 FDA	 took	 a	 more	 nuanced	 approach	 to	
plant-based	 GE	 food	 labeling,	 issuing	 new	 guidance	 to	 manufacturers	
regarding	voluntary	labeling	of	plant-based	GE	foods.100	Notably,	while	the	
FDA	continued	to	maintain	that	the	mere	fact	of	genetic	engineering	was	






For	 example,	 if	 oil	 from	 a	 genetically	 engineered	 canola	
plant	has	a	significantly	different	amount	of	lauric	acid	such	
that	 the	 fatty	 acid	 composition	 of	 the	 oil	 is	 significantly	

























Moreover,	 the	 FDA	 also	 used	 this	 guidance	 to	 make	 clear	 that	





Food	manufacturers	may	 voluntarily	 label	 their	 foods	with	
information	 about	 whether	 the	 foods	 were	 not	 produced	
using	bioengineering,	as	long	as	such	information	is	truthful	
and	not	misleading.	In	general,	an	accurate	statement	about	










• “This	 oil	 is	 made	 from	 soybeans	 that	 were	 not	
genetically	engineered.”	







or	 misleading,	 as	 further	 discussed	 in	 this	 guidance.”104	 Finally,	 before	












	 Until	 late	 November	 2015,	 the	 FDA’s	 interest	 in	 GE	 foods	
concentrated	 almost	 entirely	 on	 plants.	 However,	 in	 that	 month,	 it	
approved	 the	 first	 animal-based	 GE	 food,	 AquaBounty’s	 genetically-
modified	Atlantic	salmon,	for	human	consumption.106		
	
In	 contrast	 to	 plant-based	 GE	 foods,	 which	 the	 FDA	 regulates	
through	the	FDCA’s	food	provisions,	in	2009	the	FDA	determined	that	it	




Under	 the	 FDCA,	 drugs	 for	 humans	 and	 animals	 are	 defined	
together	and	include:	
	
(A)	 articles	 recognized	 in	 the	 official	 United	 States	
Pharmacopœia,	 official	 Homœopathic	 Pharmacopœia	 of	


















In	 general,	 moreover,	 animal	 drugs	 must	 meet	 the	 same	 safety	 and	







the	 structure	 or	 function	 of	 the	 body	 of	 the	 GE	 animal,	
regardless	 of	 the	 intended	 use	 of	 products	 that	 may	 be	
produced	 by	 the	 GE	 animal,	 meets	 the	 FFDCA	 drug	
definition.	A	non-heritable	rDNA	construct	that	is	intended	
to	affect	the	structure	or	function	of	a	GE	animal	or	to	cure,	








Animal	 Drug	 Application	with	 the	 FDA	 in	 2009,	which	 is	what	 the	 FDA	
formally	approved	in	November	2015112—a	six-year	regulatory	investment	













111	 Id.	 (“Significantly	more	of	 these	Atlantic	 salmon	grow	 to	at	 least	100	grams	within	
2,700	Celsius	degree-days	than	their	comparators.”).	
112	 U.S.	 Food	 &	 Drug	 Administration,	 New	 Animal	 Drugs	 in	 Genetically	 Engineered	
Animals;	 opAFP-GHc2	 Recombinant	 Deoxyribonucleic	 Acid	 Construct,	 80	 Fed.	 Reg.	
73,104,	73,104	(Nov.	24,	2015).	
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Nevertheless,	 immediately	 after	 issuing	 its	 approval	 and	 its	 conclusion	
that	genetically-engineered	salmon	sold	as	food	do	not	have	to	be	labeled	
as	 such,	 the	 FDA	 issued	 new	 draft	 guidance	 for	 voluntary	 labeling	 of	
salmon.114	This	draft	guidance	closely	parallels	that	for	voluntary	labeling	
of	 plant-based	 GE	 foods.115	 But	 for	 Congress’s	 intervention	 in	 January	





labeling	 with	 respect	 to	 the	 use	 (or	 not)	 of	 genetic	 engineering	 in	 a	
particular	 food’s	 production.	 Moreover,	 it	 acknowledged	 that	 some	
genetic	 engineering	 of	 foods	 may	 produce	 “material”	 changes	 in	 food	
content	 that	would	 require	 labeling	under	 the	 FDCA.	Nevertheless,	 the	
FDA	had	never	mandated	comprehensive	labeling	of	GE	foods.	Given	this	
lack	of	federal	regulation,	states	began	to	impose	their	own	food	labeling	















Labeling	 Indicating	 Whether	 Food	 Has	 or	 Has	 Not	 Been	 Derived	 From	 Genetically	
Engineered	 Atlantic	 Salmon,	
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInforma




had	 enacted	 statutes	 potentially	 relevant	 to	 the	 labeling	 of	 GE	 foods.	
California’s	Business	and	Professions	Code116	and	Florida’s	Deceptive	and	
Unfair	 Trade	 Practices	 Act117	 are	 the	 most	 oblique	 of	 these	 state-law	
requirements,	but	in	2014	the	U.S.	District	Court	for	the	Southern	District	









made	 without	 recombinant	 deoxyribonucleic	 acid	 technology,	 genetic	
engineering	or	bioengineering.”120	However,	the	regulations	implementing	
this	 program	 “must	 allow	 any	 food	 1%	 or	 less	 of	 which	 consists	 of	
genetically	 engineered	 ingredients	 to	 be	 labeled	 as	 free	 of	 genetically	
































human	 consumption,	 and	 (B)	 seed	 or	 seed	 stock	 that	 is	 intended	 to	




	 The	most	 comprehensive	of	 the	 state	GE	 food	 labeling	 laws	was	
Vermont’s.126	 Vermont	 cited	 four	 purposes	 for	 its	 labeling	 statute,	
emphasizing	that	its	legislation	was	intended	to:	
	
(1)	 Public	 health	 and	 food	 safety.	 Establish	 a	 system	 by	
which	persons	may	make	informed	decisions	regarding	the	
potential	 health	 effects	 of	 the	 food	 they	 purchase	 and	
consume	and	by	which,	if	they	choose,	persons	may	avoid	




of	 consumers	 who	 are	 concerned	 about	 the	 potential	
environmental	 effects	 of	 the	 production	 of	 food	 from	
genetic	engineering.	
	
(3)	 Consumer	 confusion	 and	 deception.	 Reduce	 and	
prevent	consumer	confusion	and	deception	by	prohibiting	
the	labeling	of	products	produced	from	genetic	engineering	
as	 “natural”	 and	 by	 promoting	 the	 disclosure	 of	 factual	


































presumption	 that	 states	 and	 the	 federal	 government	 can	 regulate	
















recognizes	 three	 general	 types	 of	 federal	 preemption:	 express	
preemption,	 where	 Congress	 explicitly	 negates	 the	 ability	 of	 states	 to	
regulate	 in	 a	 certain	 area	 or	 with	 regard	 to	 certain	 subjects;	 implied	





By	 definition,	 therefore,	 claims	 of	 federal	 preemption	 are	
assertions	 of	 the	 superiority	 of	 the	 federal	 government	 to	 dictate	 the	
contours	 and	 requirements	 of	 certain	 areas	 of	 law.	 Successful	 federal	
preemption	 claims	 tip	 the	 federalism	 balancing	 of	 regulatory	 authority	
decisively	 in	 favor	 of	 the	 federal	 government	 and	 eliminate	 the	 states’	
abilities	to	participate	in	certain	areas	of	law.		
	
Given	 the	 number	 of	 federal	 laws	 relevant	 to	 food	 and	GE	 crop	
labeling	in	existence	even	before	2016,138	federal	preemption	claims	posed	
a	 serious	 legal	 threat	 to	 state	 GE	 food	 labeling	 laws	 like	 Vermont’s.	






This	 section	 examines	 the	 major	 threads	 of	 GE	 food	 labeling	
preemption	litigation	that	courts	have	decided,	ending	with	the	challenges	
to	Vermont’s	GE	 food	 labeling	 statute	 and	 the	Vermont	District	 Court’s	
decision	to	dismiss	most	challenges	to	that	state	law.	
	






Insecticide,	 Fungicide,	 and	 Rodenticide	 Act	 (FIFRA),	 7	 U.S.C.	 §§	 136-136y;	 the	 Federal	





Some	of	 the	 initial	 challenges	 to	GE	crops	were	 state-law	claims	
against	pesticide	producing	Bt	corn,	which	the	EPA	had	approved	pursuant	
to	FIFRA,139	the	federal	licensing	statute	that	governs	pesticides.	When	the	
EPA	 registers	 a	 pesticide	 for	 use	 under	 FIFRA,	 it	 also	 imposes	 labeling	
requirements,	 and	 FIFRA	 creates	 its	 own	 misbranding	 liability.140	 In	
addition,	 FIFRA	 expressly	 provides	 that	 states	 “shall	 not	 impose	 or	
continue	in	effect	any	requirements	for	labeling	or	packaging	in	addition	
to	or	different	those	required	under”	FIFRA.141	As	a	result,	FIFRA	preempts	
state	 laws,	 including	 tort	 claims,	 that	 could	 affect	 federally-mandated	





Court	 for	 the	 Northern	 District	 of	 Illinois	 decided	 In	 re	 StarLink	 Corn	
Products	Liability	Litigation,144	in	which	numerous	plaintiffs	“allege[d]	that	
defendants	 Aventis	 CropScience	 USA	 Holdings,	 Inc.	 (Aventis)	 and	 Garst	
Seed	 Company	 (Garst)	 disseminated	 a	 product	 that	 contaminated	 the	
entire	United	 States’	 corn	 supply,”145	 co-mingling	 StarLink	GE	 corn	with	
corn	 intended	 for	 human	 consumption.	 The	 plaintiffs	 asserted	 state	
common-law	claims	based	on	“negligence,	strict	liability,	private	nuisance,	
public	nuisance	and	conversion,”146	claims	under	the	Tennessee	Consumer	
Protection	 Act	 of	 1997,147	 and	 claims	 under	 the	 North	 Carolina	 Unfair	


















Under	 a	 close	 examination	 of	 what	 FIFRA	 does	 and	 does	 not	
preempt,	the	Northern	District	of	Illinois	concluded	that	the	plaintiffs	could	
maintain	their	claims	based	on	allegations	“that	Aventis	 instructed	seed	
representatives	 to	 tell	 farmers	 that	 StarLink	 was	 safe	 for	 human	
consumption	and	that	the	EPA	was	going	to	issue	a	tolerance	for	Cry9C	in	
food	 products,”	 because	 “[s]uch	 statements	 directly	 contradict	 the	
approved	 label”	 and	hence	were	not	 preempted.149	 	 FIFRA	also	did	not	
preempt	 the	 plaintiffs’	 claims	 that	 the	 defendant	 failed	 to	 warn	
downstream	 third	 parties	 that	 the	 GE	 corn	 was	 unfit	 for	 human	
consumption	 or	 that	 the	 defendants	 violated	 duties	 that	 the	 EPA	 had	





2.	 State-Law	 Liability	 for	 Labeling	 GE	 Foods	 “Organic”	 and	
Preemption	 Claims	 under	 the	 Federal	 Organic	 Foods	
Production	Act	
	
	 GE	 food	 labeling	preemption	claims	have	also	 consistently	 failed	
under	 the	 federal	 Organic	 Foods	 Production	 Act	 (OFPA).152	 This	 statute	






(1)	 have	 been	 produced	 and	 handled	without	 the	 use	 of	
synthetic	 chemicals,	 except	 as	 otherwise	 provided	 in	 this	
chapter;	
	



















this	 chapter,	 shall	 be	 subject	 to	 a	 civil	 penalty	 of	 not	 more	 than	
$10,000.”155	
	
In	 the	 GE	 food	 preemption	 cases	 involving	 the	 OFPA,	 plaintiffs	
allege	 state-law	 claims	 (generally	 based	 on	 California’s	 consumer	
protection	 laws)	 that	would	 impose	 liability	 on	GE	 food	producers	who	
label	 their	 products	 as	 “organic.”	 When	 the	 food	 producers	 asserted	
federal	preemption	by	the	OFPA,	however,	they	universally	failed.	
	
The	 U.S.	 District	 Court	 for	 the	 Northern	 District	 of	 California	
decided	the	first	of	these	cases,	Jones	v.	ConAgra	Foods,	Inc.,156	in	2012,	
concluding	 that	 the	OFPA	did	not	expressly	preempt	 the	California	 law-
based	claims,	nor	did	California	consumer	protection	laws	conflict	with	the	
Act.157	 In	2014,	 the	U.S.	District	Court	 for	 the	Southern	District	of	Texas	
explicitly	 followed	the	ConAgra	decision	 in	a	class	action	 lawsuit	against	
Whole	Foods,	based	on	California	consumer	protection	laws,	on	behalf	of	
all	 consumers	 who	 “have	 purchased	 Whole	 Foods's	 private-label	 365	
Organic	and	365	Everyday	Value	(collectively	“365	Brands”)	products	that	
are	 allegedly	 falsely	 labelled	 as	 being	 organic,	 natural,	 and/or	 GMO-
free.”158	The	court	concluded	that	the	OFPA	“does	not	indicate	a	clear	and	
























the	 word	 “natural”	 on	 food	 labels.162	 Courts,	 however,	 have	
overwhelmingly	 allowed	 state-law	 claims	 to	 proceed	 against	 GE	 foods	





163	 Regarding	 preemption,	 see	 id.	 at	 949	 (holding	 that	 the	 FDCA	 does	 not	 implicitly	
preempt	 a	 California	 law-based	 claim	 against	GE	 foods	 labeled	 as	 “natural”).	 See	 also	
generally	In	re	ConAgra	Foods,	Inc.,	90	F.	Supp.	3d	919	(C.D.	Cal.	2015)	(certifying	a	state-
law-based	 class	 action	 lawsuit	 against	 a	 cooking	 oil	manufacturer	 based	 on	 its	 use	 of	
“natural”	in	labels	for	cooking	oils	derived	from	GE	crops).	
	






of	 whether	 the	 existence	 of	 GMO	 ingredients	 was	 allowed	 under	 a	
product	 labelled	 “natural.”	 However,	 in	 response	 to	 the	 Cox	 court's	
request	for	agency	guidance,	the	FDA	informed	the	court	in	a	letter	that	
it	 would	 refrain	 from	 defining	 the	 term	 “natural”	 due	 to	 limited	
resources	and	the	agency's	need	to	address	other	matters.	FDA	Letter	
at	2–3,	Cox	v.	Gruma	Corp.,	No.	12–CV–6502	YGR,	2013	WL	3828800	













	 The	 cases	discussed	above	demonstrate	 that	 litigants	have	been	
using	a	variety	of	state	 laws	 for	over	a	decade	to	successfully	challenge	
manufacturers’	 handling	 and	 labeling	 of	 GE	 foods.	 However,	 the	 laws	
involved	in	these	cases	did	not	establish	a	mandatory	state-law-based	GE	
food	 labeling	regime,	per	se.	 Instead,	the	Bt	corn	 litigation	for	the	most	
part	reinforced	FIFRA’s	labeling	and	registration	requirements,	while	the	
“organic”	 and	 “natural”	 litigation	 worked	 primarily	 to	 prohibit	 labeling	
claims	 for	 GE	 foods	 that	were	 at	 least	 plausibly	misleading	 to	 ordinary	
consumers,	 in	the	absence	of	concrete	federal	 law	on	these	topics.	As	a	
result,	these	cases	are	best	viewed	as	rather	limited	state	incursions	into	
federal	 food	 labeling	 authority.	 Specifically,	 these	 cases	 showcased	
particular	 state-law	 applications	 of	 shared	 state	 and	 federal	 policies	 to	
control	pesticide	use	and	to	avoid	consumer	deception	in	food	labeling.	
	








challenges	 to	 the	 Vermont	 statute,165	 including	 express	 and	 conflict	
																																																						
the	 agency's	 long-standing	 reluctance	 to	 officially	 define	 the	 term	
“natural.”		
	
Gedalia,	 53	 F.	 Supp.	 3d	 at	 949-50.	 But	 see	 In	 re	 Kind	 LLC	 “Healthy	 and	 All	 Natural	
Litigation,”	---	F.	Supp.	3d	---,	2016	WL	4991471,	at	*6	(S.D.N.Y.	Sept.	15,	2016)	(concluding	
that	“the	Second	Circuit's	primary	jurisdiction	test	weighs	in	favor	of	staying	the	action.	














preemption	 language,	 [and	hence]	 it	does	not,	 itself,	provide	a	basis	 for	
Plaintiffs’	express	preemption	claims.”168	In	contrast,	“[t]he	NLEA	contains	
five	express	preemption	clauses	 that	prohibit	 states	 from	enacting	 food	
labeling	requirements	that	are	 ‘not	 identical’	 to	certain	mandatory	food	
labeling	requirements	set	 forth	 in	 the	FDCA.”169	Nevertheless,	given	the	
lack	of	FDA	action	on	GE	food	labeling,	the	court	concluded	that	“in	order	
for	preemption	to	apply,	the	FDCA	must	require	the	labeling	information	
at	 issue;	 the	 NLEA	 must	 indicate	 that	 the	 mandatory	 federal	 labeling	
requirement	is	entitled	to	preemptive	effect;	and	[the	Vermont	statute’s]	
GE	 disclosure	 requirement	must	 govern	 this	 same	 information.”170	 The	
FDA’s	lack	of	action	foreclosed	all	express	preemption	claims,171	while	the	
Vermont	statute	did	not	opine	on	the	safety	of	GE	ingredients	or	GE	foods	
and	 hence	 did	 not	 conflict	 with	 the	 FDA’s	 pronouncements	 on	 these	
subjects.172	
	
	 Plaintiffs	were	more	 successful	with	 their	 non-FDCA	preemption	
claims.	However,	given	the	Vermont	statute’s	exemption	of	most	meats,	it	
was	unlikely	that	both	it	and	the	FMIA	or	PPIA	would	apply	to	the	same	GE	





















“The	 labeling	 of	 meat	 and	 poultry	 products	 shipped	 in	
interstate	commerce	is	specifically	controlled	by	the	[FMIA]	
and	the	[PPIA]	and	their	respective	regulations.”	Both	acts	
are	 administered	 by	 the	 USDA,	 and	 both	 acts	 “contain	
substantially	identical	preemption	language	which	permits	























the	 FMIA	 or	 PPIA,	 the	 court	 cannot	 find	 a	 likelihood	 that	 Plaintiffs	will	
succeed	 on	 the	 merits	 of	 their	 FMIA	 and	 PPIA	 preemption	 claims	 at	
















food	 labeling	 federalism	question,	 amending	 the	Agricultural	Marketing	
Act	of	1946	(AMA)180	with	the	Safe	and	Accurate	Food	Labeling	Act	of	2015	
(SAFLA)181	 to	 preempt	 state	 labeling	 requirements	 and	 to	 require	 a	
national	bioengineered	 food	disclosure	 standard.	 The	amendments	 also	
shift	responsibility	for	GE	food	labeling	from	the	FDA	to	the	Secretary	of	





The	 Safe	 and	 Accurate	 Food	 Labeling	 Act	 of	 2015	would	




This	 legislation	 will	 create	 a	 consumer-friendly,	 science-
based,	 uniform	 food	 labeling	 framework	 for	 products	
produced	 using	 genetically	 engineered	 ingredients.	 By	
ensuring	that	food	labeling	is	the	sole	purview	of	the	Federal	
Government,	 the	 bill	 guarantees	 that	 state	 labeling	
mandates	 do	 not	 mislead	 and	 misinform	 consumers.	
Additionally,	 the	 bill	 will	 prevent	 the	 costly	 price	 hikes	
associated	 with	 a	 patchwork	 of	 state	 labeling	 laws.	 By	




the	 widely	 popular	 National	 Organic	 Program	 and	 will	
																																																						
179	Phil	Lempert,	“Sorry	Food	Industry,	The	Historic	GMO	Food	Labeling	Bill	 is	Anything	







provide	 those	who	prefer	 to	buy	non-GE	 foods	 a	 reliable	
means	of	doing	so.	Similar	to	organics,	non-GE	foods	also	
are	a	small	percentage	of	the	U.S.	food	market.	The	USDA	
Certified	 Organic	 program	 is	 a	 successful	 precedent	 for	
labeling	the	exception	rather	than	the	rule.183	
	
	 In	 the	 AMA	more	 generally,	 Congress	 “declare[d]	 that	 a	 sound,	
efficient,	 and	 privately	 operated	 system	 for	 distributing	 and	 marketing	
agricultural	 products	 is	 essential	 to	 a	 prosperous	 agriculture	 and	 is	
indispensable	to	the	maintenance	of	full	employment	and	to	the	welfare,	
prosperity,	 and	 health	 of	 the	 Nation.”184	 The	 Act	 vests	 a	 number	 of	




over	 “country	 of	 origin”	 labeling	 on	 agricultural	 products.188	 However,	
litigation	 battles	 pitting	 the	 AMA’s	 requirements	 against	 the	 FDCA’s	




the	2016	amendments	 is	 that	 they	shift	primary	authority	over	GE	 food	
labeling	from	the	FDA	to	the	USDA.189		Second,	and	more	importantly,	the	
amendments	 establish	 the	 federal	 government	 as	 the	 primary	 and	
exclusive	 authority	 over	 GE	 food	 labeling.	 Specifically,	 under	 the	 new	
provisions,	 by	 July	 2018	 the	 Secretary	 of	 Agriculture	 must	 “establish	 a	
national	mandatory	bioengineered	food	disclosure	standard	with	respect	
to	any	bioengineered	food	and	any	food	that	may	be	bioengineered	.	.	 .	
























(B)	 for	 which	 the	 modification	 could	 not	 otherwise	 be	
obtained	 through	 conventional	 breeding	 or	 found	 in	
nature.192	
	
	 The	 new	 federal	 GE	 food	 labeling	 provisions	 will	 require	 some	

















under	 the	 Federal	 Food,	 Drug,	 and	 Cosmetic	 Act	 (21	
U.S.C.	301	et	seq.);	or	
	









requirements	 under	 the	 Federal	 Food,	 Drug,	 and	
Cosmetic	Act	(21	U.S.C.	301	et	seq.).194	
	
Moreover,	 “[t]he	 definition	 of	 the	 term	 ‘bioengineering’	 under	 section	
1639	of	 this	 title	 shall	not	affect	any	other	definition,	program,	 rule,	or	




Moreover,	 Congress	 also	 mandated	 some	 exemptions	 from	 the	




“determine	 the	 amounts	 of	 a	 bioengineered	 substance	 that	 may	 be	
present	in	food,	as	appropriate,	in	order	for	the	food	to	be	a	bioengineered	
food	.	.	.	.”196	Moreover,	if	a	food	is	certified	as	“organic”	under	the	Organic	




Contrary	 to	 popular	 reporting,	 the	 2016	 amendments	 do	 not	
precisely	require	the	USDA	to	actually	mandate	GE	food	labeling.	Instead,	
by	 July	 29,	 2018,	 the	 USDA	 shall	 “establish	 a	 national	 mandatory	
bioengineered	food	disclosure	standard	with	respect	to	any	bioengineered	
food	and	any	food	that	may	be	bioengineered,”	and	“[a]	food	may	bear	a	
disclosure	 that	 the	 food	 is	 bioengineered	 only	 in	 accordance	 with	
regulations	 promulgated	 by	 the	 Secretary	 in	 accordance	 with	 this	
subchapter.”199	Given	 the	 lack	of	 further	 guidance	and	definition	 in	 the	











Nevertheless,	 Congress	 does	 appear	 to	 have	 intended	 that	 the	
USDA	indeed	require	some	disclosure	of	GE	food	status:	The	amendments	
mandate	 that	 the	 USDA’s	 regulations	 “require	 that	 the	 form	 of	 a	 food	
disclosure	under	this	section	be	a	text,	symbol,	or	electronic	or	digital	link,	
but	excluding	Internet	website	Uniform	Resource	Locators	not	embedded	
in	 the	 link,	 with	 the	 disclosure	 option	 to	 be	 selected	 by	 the	 food	














as	 to	 any	 food	 in	 interstate	 commerce	 any	 requirement	
relating	to	the	 labeling	or	disclosure	of	whether	a	 food	 is	
bioengineered	 or	 was	 developed	 or	 produced	 using	
bioengineering	for	a	food	that	is	the	subject	of	the	national	
bioengineered	 food	 disclosure	 standard	 .	 .	 .	 that	 is	 not	

















requirement	 relating	 to	 the	 labeling	 of	 whether	 a	 food	
(including	 food	 served	 in	 a	 restaurant	 or	 similar	
establishment)	 or	 seed	 is	 genetically	 engineered	 (which	
shall	include	such	other	similar	terms	as	determined	by	the	
Secretary	 of	 Agriculture)	 or	 was	 developed	 or	 produced	








in	 the	 new	 provisions,	 “or	 any	 regulation,	 rule,	 or	 requirement	
promulgated	in	accordance	with	[them]	shall	be	construed	to	preempt	any	
remedy	created	by	a	State	or	Federal	statutory	or	common	law	right.”208	
Thus,	 at	 least	 on	 its	 face,	 SAFLA	 preserves	 state-law	 remedies	 for	























A	 bit	 less	 clear	 is	 the	 exact	 interaction	 between	 the	 FDCA’s	
misbranding	 and	 labeling	 requirements	 and	 SAFLA’s	 national	 disclosure	
standard.	 For	 example,	 in	 Section	 1639a(c)	 of	 the	 new	 amendments,	
Congress	 stated	 that	 the	 USDA’s	 new	 standard	 applies	 “only	 to	 a	 food	
subject	to	.	.	.	the	labeling	requirements	under	the	Federal	Food,	Drug,	and	
Cosmetic	Act	.	.	.	.”209	As	Part	II	discussed	in	detail,	the	FDA	has	determined	
that,	 in	 general,	 GE	 foods	 are	 not	 subject	 to	 the	 FDCA’s	 labeling	
requirements.	Read	literally,	therefore,	Section	1639a(c)	means	that	the	
USDA’s	 new	 disclosure	 standard	 applies	 only	 to	 GE	 foods	 in	 which	 the	
genetic	engineering	produces	a	new	or	altered	food	characteristic	that	the	
FDA	 considers	 “material”	 for	 purposes	 of	 the	 FDCA’s	 labeling	 and	





Section	 1639a(c)	 substantially	 vitiates,	 if	 not	 outright	 contradicts,	
congressional	 intent.	Moreover,	 it	 goes	 against	 the	 grain	 of	 SAFLA	 as	 a	






SAFLA	 also	 creates	 an	 issue	 regarding	 the	 relation	 between	 the	
USDA’s	GE	 food	disclosure	 standard	and	misbranding	 liability	under	 the	




GE	 food	 disclosure	 standard	 could,	 and	 should,	 constitute	misbranding	
under	 the	FDCA.	To	give	 fair	warning	to	GE	 food	manufacturers	and	for	
legal	clarity,	however,	 the	FDA	would	be	well	advised	to	 formally	adopt	















the	 FDCA	 than	 the	USDA	would	 require	under	 SAFLA.	 For	 example,	 the	
USDA’s	 disclosure	 standard	 could	 easily	 focus	 on	 the	 fact	 of	 genetic	
engineering	but	not	require	disclosure	of	the	exact	food	alterations	that	
result	 from	 that	 engineering.	 The	 FDA,	 in	 contrast,	 might	 consider	 the	
actual	alteration	made	to	be	the	material	point	for	purposes	labeling	under	
the	FDCA.	 Suppose	a	 food	producer	want	 to	offer	 to	 consumers	a	non-
peanut	 plant	 food	 genetically	 engineered	 to	 produce	 peanut	 proteins,	
which	 can	 in	 turn	 produce	 an	 allergic	 response	 in	 peanut-sensitive	
consumers.	The	USDA	regulations	might	consider	the	manufacturer	to	be	




Again,	 SAFLA	 appears	 to	 preserve	 the	 FDA’s	 GE	 food	 labeling	
authority	under	 these	circumstances.	First,	 “[t]he	definition	of	 the	 term	
‘bioengineering’	under	section	1639	of	this	title	shall	not	affect	any	other	
definition,	 program,	 rule,	 or	 regulation	 of	 the	 Federal	 Government.”214	
Second,	 nothing	 in	 the	 new	 provisions,	 “or	 any	 regulation,	 rule,	 or	
requirement	promulgated	in	accordance	with	[them]	shall	be	construed	to	
preempt	any	remedy	created	by	a	.	.	 .	Federal	statutory	or	common	law	
right.”215	 Thus,	 if	 the	 USDA’s	 disclosure	 regulations	 do	 not	 adequately	
address	the	requirements	necessary	to	avoid	misbranding	liability	under	
the	 FDCA	 for	 particular	 GE	 foods,	 the	 FDA	 should	 retain	 authority	 to	





	 Like	 many	 federal	 statutes	 that	 address	 food	 labeling,	 SAFLA	










potential	preemption	effect	and	advising	 the	 states	 to	 “fully	 review	 the	
scope	and	effect	of	this	new	Federal	law	in	advance	of	taking	any	action	or	
considering	any	new	state	initiatives	related	to	the	regulation	of	labels	for	





Nevertheless,	 existing	 jurisprudence	 regarding	 labeling	 law	
preemption	 provides	 good	 initial	 guidance	 for	 navigating	 SAFLA’s	 new	
provisions.	 The	 Act	 clearly	 and	 expressly	 preempts	 state	 and	 local	
government	 laws	 that	 “directly	 or	 indirectly”	 impose	 “any	 requirement	
relating	to	the	labeling	or	disclosure	of	whether	a	food	is	bioengineered	or	
was	 developed	or	 produced	using	 bioengineering	 for	 a	 food	 that	 is	 the	
subject	of	the	national	bioengineered	food	disclosure	standard	.	.	.	that	is	
not	 identical	 to	 the	 mandatory	 disclosure	 requirement	 under	 that	







disclosure	 requirements	 (and	only	 to	 the	extent	 that	 they	so	apply);	 (2)	
address	 whether	 a	 food	 is	 bioengineered	 or	 produced	 through	
																																																						
216	 See	 U.S.	 Department	 of	 Agriculture,	 GMO	 Disclosure	 &	 Labeling,	
https://www.ams.usda.gov/rules-regulations/gmo	(as	viewed	Jan.	14,	2017)	(the	USDA’s	
web-based	clearinghouse	for	information	on	the	new	law).	














as	 to	 any	 food	 or	 seed	 in	 interstate	 commerce	 any	
requirement	 relating	 to	 the	 labeling	 of	 whether	 a	 food	
(including	 food	 served	 in	 a	 restaurant	 or	 similar	
establishment)	 or	 seed	 is	 genetically	 engineered	 (which	
shall	include	such	other	similar	terms	as	determined	by	the	
Secretary	 of	 Agriculture)	 or	 was	 developed	 or	 produced	




Strictly	 construed	 in	 accordance	with	 the	 same	 case	 law,	 this	 provision	
preempts	only:	(1)	labeling	requirements;	(2)	that	apply	to	foods	and	seeds	
in	interstate	commerce;	and	(3)	that	relate	to	whether	a	food	or	seed	is	
genetically	 engineered,	 was	 developed	 or	 produced	 through	 genetic	
engineering,	or	 contains	 an	 ingredient	 that	was	developed	or	produced	
through	genetic	engineering.	
	
	 In	 contrast,	 nothing	 in	 SAFLA	 “or	 any	 regulation,	 rule,	 or	
requirement	promulgated	in	accordance	with	[them]	shall	be	construed	to	






















the	 federal	OFPA	 is	 sufficient	 for	manufacturers	 to	 label	 those	 foods	as	
“GMO	free”	or	with	similar	 language.225	Moreover,	 the	Act	 requires	 the	
USDA	 to	 consider	 the	 importance	 of	 consistency	 between	 the	 national	
bioengineered	food	disclosure	standard	and	“organic”	certification	under	
the	 OFPA,226	 and	 on	 September	 19,	 2016,	 the	 USDA	 issued	 a	 guidance	
memorandum	 regarding	 this	 consistency	 that	 stressed	 that	 certified	
organic	 foods	 cannot	 contain	 GE	 components	 or	 ingredients	 and	 that	
certified	organic	 foods	would	not	be	subject	 to	disclosure	 requirements	
under	 SAFLA.227	 Therefore,	 in	 conjunction	with	 SAFLA’s	 preservation	 of	
state-law	 remedies	 and	 the	 OFPA’s	 non-preemption	 of	 state	 consumer	




In	 contrast,	 the	 fate	 of	 state	 laws	 and	 requirements	 that	 affect	
whether	GE	foods	can	be	labeled	as	“natural”	is	very	much	up	in	the	air.	
Even	 before	 Congress	 enacted	 SAFLA,	 the	 FDA,	 in	 response	 to	 citizen	
petitions,	initiated	the	first	steps	of	a	rulemaking	regarding	use	of	the	term	
“natural”	 in	 food	 labeling.229	 Its	 initial	 “request	 for	 comments”	 period	
																																																						




227	Memorandum	 from	 Elanor	 Starmer,	 Administrator,	 Agricultural	Marketing	 Service,	
U.S.	Department	of	Agriculture,	to	AMS	Deputy	Administrators,	dated	Sept.	19,	2016,	at	













the	 new	 Act,	 the	 USDA	 may	 also	 take	 up	 the	 issue	 of	 whether	
bioengineered	 foods	 can	 be	 labeled	 “natural”	 under	 the	 national	
disclosure	standard.	
	
If	 the	 FDA	 and/or	 the	USDA	 concludes	 that	GE	 foods	 cannot	 be	
labeled	 as	 “natural,”	 the	 existing	 case	 law	 allowing	 state-law	 remedies	
when	manufacturers	so	label	their	GE	foods	should	stand:	The	FDCA	will	
still	 fail	 to	 preempt	 these	 claims,232	 and	 SAFLA	 preserves	 state-law	
remedies	for	a	label	term	that	violates	the	USDA’s	disclosure	standard.233	
In	contrast,	 if	the	FDA	and/or	the	USDA	concludes	that	GE	foods	can	be	
labeled	as	 “natural,”	 then	 their	allowance	of	 such	 labeling	will	preempt	
state-law	 prohibitions	 against	 such	 labeling	 under	 basic	 federal	 conflict	
preemption	principles.234		
	


















142–43	 (1963),	 or	when	 state	 law	 “stands	 as	 an	 obstacle	 to	 the	 accomplishment	 and	
execution	of	the	full	purposes	and	objectives	of	Congress.”	Hines	v.	Davidowitz,	312	U.S.	
52,	67	 (1941).	State	 laws	that	prohibit	GE	 foods	 from	being	 labeled	as	“natural”	when	




GE	 foods	 as	 “natural”	 would	 be	 labeling	 requirements	 that	 relate	 to	
whether	a	food	is	bioengineered	(as	opposed	to	simply	supplying	a	remedy	












new	 regulations.	 Specifically,	 Congress	 has	 effectively	 preempted	 the	
states	 from	 imposing	different	 labeling	 requirements	 for	GE	 foods	 than	
what	 the	 USDA	 eventually	 requires,	 but	 it	 has	 left	 the	 states	 wide	
discretion	to	impose	additional	state	remedies	for	violations	of	these	new	






and	 how	 stringently	 they	 wish	 to	 police	 GE	 food	 manufacturers	 who	





	 Given	 this	 relative	 clarity	 regarding	 state	 preemption,	 it	 is	
somewhat	 ironic	 that	 Congress	 simultaneously	 created	 several	 federal	
regulatory	 ambiguities	 regarding	how	 the	USDA’s	 new	GE	 food	 labeling	
authority	will	dovetail	with	the	FDA’s	unchanged	authority	over	foods	and	
food	 labeling	 under	 the	 FDCA.	 One	 reading	 of	 the	 Act,	 for	 example,	
effectively	 gives	 the	 FDA	 the	 authority	 to	 decide	 which	 GE	 foods	 are	
subject	 to	 the	 USDA’s	 new	 disclosure	 standard.	 Even	 rejecting	 that	




relationship	 between	 SAFLA’s	 national	 bioengineered	 food	 disclosure	
standard	and	the	FDCA’s	misbranding	provisions	for	foods,	especially	if	the	
FDA	determines	 that	additional	 labeling	 requirements	are	necessary	 for	
particular	GE	foods	beyond	USDA’s	national	disclosure	standard.	
	
	 Given	the	 long	history	of	 relative	 legal	peace	between	the	FDA’s	
and	USDA’s	food	labeling	authorities	and	GE	product	authorities,	however,	
the	 two	 agencies	 optimally	 should	 work	 out	 an	 agreement	 before	 the	
USDA’s	new	regulations	go	into	effect	regarding	how	they	will	blend	their	
labeling	 authorities	 regarding	 GE	 foods.	 Such	 coordination	 has	 a	
longstanding	precedent	with	respect	to	GE	crops:	In	1986,	the	EPA,	FDA,	
and	USDA	agreed	on	a	formal	coordination	policy	for	federal	regulation	of	
biotech	 plants.237	 In	 the	 context	 of	 GE	 food	 labeling,	 similarly	 clear	
coordination	 will	 almost	 certainly	 require	 the	 FDA	 to	 promulgate	 new	
regulations	of	 its	own,	particularly	with	respect	to	whether	violations	of	
the	 USDA’s	 disclosure	 standard	 and	 requirements	 constitute	
“misbranding”	 under	 the	 FDCA.	 Conversely,	 the	USDA	 in	 its	 regulations	
may	 want	 to	 explicitly	 cross-reference	 any	 future	 FDA	 “materiality”	
requirements	for	particular	GE	foods,	making	those	labeling	requirements	







Framework:	 How	 the	 Federal	 Government	 Regulates	 Biotech	 Plants,	
https://www.aphis.usda.gov/aphis/ourfocus/biotechnology/sa_regulations/ct_agency_f
ramework_roles	(as	updated	Feb.	1,	2016).	
